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These Notes arc intended to give the basic instructions concerning the filing of amendments under Article 19 The 
Notes are based on the requirements of the Patent Cooperation Treaty, the Regulations and the Administrative Instructions 
under that Treaty. In case of discrepancy between these Notes and those re<iuiremeiits, the latter are applicable. For more 
detailed mformation, see also the FCT Applicant's Guide, a publication of WIPO. 

In these Notes, Article.'* "Rule" and "Section" refer to the provisions of the PCT. the PCT Regulations and the PCT 
Administrative Instructions, respectively. 



INSTRUCTIONS CONCERNING AMENDMENTS UNDER ARTICLE 19 

The applicant has, atW having received the international search report and the written opinion of the International 
Searchmg Authority, one opportunity to amend the claims of the international application. It should however be emphasized 
that, since all parts of the international application (claims, description and drawings) may be amended during the 
international preliminary examination procedure, there is usually no need to file amendments of the claims under Article 19 
except where, e.g. the applicant wants the latter to be published for the purposes of provisional protection or has another 
reason for amendmg the claims before international publication. Furthermore, it should be emphasized that provisional 
protection is available in some States only (see FCT Applicant's Guide, Volume I/A. Annexes Bl and B2). 

The attention of the applicant is drawn to the fact that amendments to the claims under Article 19 are not allowed where 
the International Searching Authority has declared, under Article 17(2), that no international search report would be 
established (see PCT Applicant 's Guide, Volume I/A, paragraph 296). 

What parts of the interaational appiicatJoo may be amended ? 

Under Article 1 9, only the claims may be amended. 

During the international phase, the claims may also be amended (or further amended) under Article 34 before the 
International Preliminary Examining Authority. The description and drawings may only be amended under 
.\rticle 34 before the International Preliminary Examining Authority. 

Upon entry into the national phase, all parts of the international application may be amended under Article 28 or 
where applicable. Article 41. 

When ? Within 2 months from the date of transmittal of the international search report or 16 months from the priority date, 
whichever time limit expires later. It should be noted, however, that the amendments will be considered as having 
been received on time if they are received by the International Bureau after the expiration of the applicable time 
limit but before the completion of the technical preparations for international publication (Rule 46.1). 

Where not to flie the amendments ? 

The amendments may only be filed with the International Bureau and not with the receiving Office or the 
International Searching Authority (Rule 46.2). 

Where a demand for intemationaJ preliminary examination has been/'is filed, see below. 

How ? Either by canceHing one or more entire claims, by adding one or more new claims or by amending the text of one 
or more of the claims as filed. 

A replacement sheet must be submitted for each sheet of the claims which, on account of an amendment or 
amendments, differs fi-om the sheet originally filed. 

All the claims appearing on a replacement sheet must be niunbered in Arabic numerals. Where a claim is 
cancelled, no renumbering of the other claims is required. In all cases where claims are renumbered, they must be 
renumbered consecutively (Section 205(b)). 

The amendmenU must be made in the language in which the international application is to be published. 

What documents must/may accompany the amendments ? 
Letter (Section 205(b)): 

The amendments must 5e submitted with a letter. 

The letter will not be published with the international application and the amended claims. It should not be 
confused with the '^Statement under Article 19(1)" (see below, under "Statement under Article 19(1)*0. 
The letter must be in English or French, at the choice of the applicant. However, if the language of the 
mternational application is English, the letter must be in En^h; if the language of the international 
application is French, the letter must be In French. 
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Efficacy and Safety of Maraviroc plus Optiinized Background Therapy in Viremic ART- 
^i*^»"®r*^®^ Patients Infected with CCR5-tropic HIV-1 in Europe, Australia, and North America- 
24-Week Results 

M NclMHi*. (J i Mifcc-nhcucr^ I KtH«;urina^ A La/./.arin\ N aumccli\ A l(urb;m\ M Taxvadrnus'. J Sullivan'. H Mjycr' and tina vun dcr 

(h,'Lu-u.uuJ Wesmnns^er Hnsp. UmJon, UK: 'LnivrrsiUutsklmik Kotn, Germany: ' I'fiztr Gh.bal RAH. SumhvUh, UK: 'ifnspSan 
Rutfuele. Mi/an, /t.tly: Cfr //asp Univ St Hierrr. /irussels. Ueifjium: 'STpzial Z^ikazny Cenniun /Jiufinostyki i Terupti A/OS. War.^m^, 
rittanti: ant/ ■ Pjizfr G/ukat /<*ii>. New i^f/tjon. CT. US 

IJackurmind: MOTIVATE 2 is I of 2 ongoing;, double-blind, placebo controlled, phase 2b/3 «udics assessing the safciy and 

. I.cacy oi fhe novel CCR5 antagonist maravirix: ( MVC). in treatment -experienced HIV-infected palicnts. Iliese arc the re sults of a 

planned intertin analysis at week 24. 

MethoiJjt: rriple class-experienced patienu (ilriple-class resistance) with HIV-I RNA >5(X)0 copies/mL and only R5 virus 
( f rohle assay J were randomized I : 2 : 2 to receive placebo or MVC (3(K)-mB dose equivalent) once or twice daily plus optimized 
backt;round therapy ( OBT) (3 to b ART drugs ± low-dose ritonavir). When OBT contamed a protease inhibii«,r (PI) (other than 
tipraiiav.r) and/or delav.rdine. MVC 150 nig once or twice daily was administered: otherwise 3(X) ing once or twice dailv was used 
Hie primary endpoint was the mean change in HIV - 1 RNA from baseline to week 24. 

Results: Of 475 patients randomized. 464 received >l dose of study drug. Baseline^ characteristics were similar across treatment 
arms. Haselinc median CD4 count ( 1 74. 174, and 182 ceils/mm'') and mean I II V- 1 RNA (4.89. 4.87. and 4.84 log,^^ copies/mL) 
were also similar in the placebo. MVC once daily, and MVC twice daily arms, respectively. OBT contained -2 active dniRs in 66 0 
62.6. and 62..V.;. ot patients in the placebo. MVC once daily and MVC twice daily arms, respectively. Advers"e events severe 
jdversc events. AIDS-delmmg cvenLs. and laboratory abnormalities (including liver enzyme abnormalities) occurred with similar 
frequency m the 3 treatment -roups. TI.e following analyses are based on all randomized patients who received > I dose of siudv 
■Jmg: - ■ ■ ^ 
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'Mean i>r jll preHi*)se uvsessiiients 
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'Di iconiinuuitons-iio chaiitrc (roiii HL 

•No deaths were related to siudy drug aeeording to investigators 
k!"*^'?"!:..'? *^^;'"'"^-"»-^-^P^»;*^"ced population. MVC (twice or once daily) + OBT provided signilicanily superior 

' * " ared with nhu-rhn + OHT Tln.r^ iu<.r» ,.i ....ii.. i _. ■ .a- 



1 '. r -..--^H^..e..ueu pupuiaiion. ivi VL (twice or once daily) + OBT provided signilicanily superior 

v.rolo«,c o:ntrol .md increaNes .„ CD4 cell count compared with placebo . OBT. There were no clinically relevant d.V^erences m 
die safety prnlile between the MVC (twice or once daily) + OBT and placebo ^ OBT treatment groups 



hllp://www. reiroconference.org/2007/Abstracts/30636.htm 



8/3/2008 



PA I KiN r COOPERATION TREATY 

IVoin .he \N nMNA I lONAI. SI:aIU-MIN(; aim MORI TY 



In: 



JOHN p. WHITE 

COOPER & DUNHAM LLP 

1 185 AVENUE OF THE AMERICAS 

NEW YORK. NY 10036 



Apphcaiil sor ajjciil s Mle rc/crcncc 
77840-A-PCT/JPW/BB 



PCT 



NOTII- ICA I ION OI- I KANSMI I I Al OF 
f 'lf-; !NTI-:i<NAT,ONAL SKARC il Khi'OR T ANIJ 
M .K WRrn iiN OIMNION OF THE IN I I-RNA noZ, 
SI-.ARC:,.INr. A(i I MOR.TY. OR niH DiXKAR S^^^ 



U'C r Rule •44.1) 



1 % AUG ^G08 



Iiilcrn;ili(in;ii .ippjicadim No. 
PCT/US 08/05564 



H>R KI RTI.KR ACri fO.N Sc. paragraphs , and -, below 



Applicaiu 



"PROGENICS PHARMACEUTICALS. INC. 



Iiiicmaiioiial liling daii: ' ' ' 

,M.'..>.u,.yrar, ^0 April 2008 (30.04.2008) 



3 □ 



I il.nK of amendmcnrs and slaienieni under Article 19- 

Where? '^ircully to ihclntcmalionai Bureau <.rwiPO i h . . . 

1211 (icncva 20. .Swuxcrlanj. .";:r.:,u,X ' j'-.T^.'i.fr.'^f' 
nr „...re .Ic.^iU-d f„..r„e.»„„s. sec the no.cs on ,hc :.cc».„pa";.;i„p .hcc. 

VV..h rccard ,„ ,he pro.es. .-.gains, pay^en. ... (an) ajd.,u.„al fees) under Rule .0 2 ,h • . 

□ .he prccs. ...gcthcr w.,h .he dec.„„n .hereon h . h - - , . " '"^'^ 

□ =:zzr::::rf — E 

Kcmindcrs *^ 

"--^^I^ra!!-^^ ^■PPncauon w... .e p..h..hed .he 

j^pphcalion. orol the priority claim, must reach .he Inlemat.o^vd ?W " """«-<: of xvi.hdravv:.! o. ihc iniematUa? 

c,..re . ec„n.p.e,.on o, .he .echn.cal preparations SSona^ pubraCr*'^^^ ' -pSv 

l::;^ ^c-n -'"'^ - -.Hon.v ,o .he 

.cma.,onalprclm,marye,vam.nal,onreponh:u,becn o^^^^^^^ J'^sij^naled OOiccs unl- s an 

^^.c pubhc hu. no. hc.ore ,he c.xp.ra..on <^ 30 mon.hs";o:^he p„ r;^'^':;'' ■"-'ie ava^blc" 
A rihin 19 months from the nrioriiv iHw h..t • 
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